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REMARKS 

Claims 21 through 49 were pending m tire application. By this ainendmeot, 
claims 21 atid 43 have been amended- Reconsideration and withdrawal of the rejections 
is requested in view of the foregoing changes to the ciaims and the tbllowing remarks. 

The foliowing remarks are intended to address ail of the grounds for rejecting the 
claims set forth in the pending Office Action. 

I. Ctaiin RejectioHS under 35 U.S.C. § I03(a| 

Claims 21-23, 25, 43-45, and 47 were rejected imder 35 U.S.C. § 103(a) as being 
■unpatentable over Konenbach et al. (US? 7,232,445) in view of Crockard (USP 
5,1 74,276). In addition, claims 24, 36, 40-42, and 46 were rejected under 35 U.S.C. § 
i 03(a) as being unpatentable over the combination of Kortenbach ('445) and Crockaid in 
forther view of Kortenbach et al (USP 6,569,085). Also, claims 37-39 were rejected 
under 35 U.S.C. § 103(a) a.s being unpatentable over the combination of Koitenbach 
C445), Crockard, and Kortenbach (^085) in ftirther viev^ of Reed (US 2003/0165887). 
Finally, claims 21-23, 26-35, 43,44, 46, 48, and 49 were rejected under 35 U.S.C. § 
103(a) as being unpatentable over Kalloo et al. (US 2002/0022851) in view of Crockard. 
Without acceding to the grounds for rejecting the claims. Applicant responds as follows. 

To establish a prima facie case of obviousness under 35 U.S.C. § 103(a) in \iew 
of a reference or combination of references, three basic criteria must be met. First, there 
must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference 
or to combine reference teachings. Second, tliere must be a reasonable expectation of 
success. Third, the prior art reforence(s) must teach or suggest all the claim limitations. 
Obviousness can only be established by combining or modifying tlie teachings of the 
prior art to proditce the claimed invention where there is some teaching, suggestion, or 
iuotuanou io do so ioLnid euhei cxphcjtly oi unpbcuh \a the lefcrcn^es themselves or m 
the know ledge goncralh a\ adable to one of ordinary skill m the ast F maih ui 
deK'iiuunng the duieiencci. between the puor att and Uie tlaimb the (.(uc^Tion undei i^ 

IQM'A) not hethei the dilTetences themseh es wtaiid ha\ e been ob\ lous, hat 
whether the claimed invention as a whole vt'ould have been obvious. 
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Tummg first to the claims, claim 2i recites a method for perfbmiing a medical 

procedure that inchides, truer alia^ the steps of advancing ati overtube witliin a hollow 

body organ in a llexible state, tnuisitioning tJie overtube to a rigid state, advancing a 

plication device through the overtube, and forming a tissue fold within the hollow body 

organ with the plication device. By the present amendment, claim 21 has been amended 

to recite the additional method step of ''' seeming the tissue fold usiti ^ ^ a tissue anchor 

dc p io xcd t'ton^ a needic oCtiik.' pUcaiiun dc\ loe Suppoiifoi iliese ametkiineni^ js 

prosided Uuoughout the specification, such as, foi example at paiagiapi^s U<.iS3-0U''2, 

and at h\Cj< U)-h\ 4-\-C, and 5'\.'B Foi cxampk\ parautaph 0U&6 of the specification 

staicb the iolloumg m telaiion to 1 Kt 3L ol the apphcation, which is reproduced beiow; 

As depicted in hlO ^E, aftci tfssuc fold h is stretched across distal 
tip 24 of flexible tube 14 to form contact pouu P2 with tissue wall W. 
needle 34 may be extended from distal tip 24 and through tissue fold F. 
Because needle 34 penetrates tlie tissue wail twice, it exits within the 
gastromtesnnal iiisnea, thus reducnig die potential foi mpii) lo 
surrounding organ:,. Once the needic has pcnctiaicd usmjc foUi an 
anchor assembly is ejected tluough distal tip 24 as desciibed hei-euibelo%\ . 



As for claim 43, that claim recites a method for performing a medical procedure 
that includes, inter alia, the steps of advancing a main body having a plication device 
within a hoUow body organ in a flexible state, transitioning tlie main body to a rigid state, 
and fomimg a tissue fold within the hollow body organ with the plication device. By the 
piesent atnendment claim 43 has also been amended to rectte the additional method step 
of ^ seeming the tiSMio foiJ iHinu a -^uo '.^no do;il>n..r * m needle uf the plication 
de\ ice ' Suppoit fo! these amendments is the s^nne as diat desuibed abtne fbi the 
amendments to claim 21. 




FIG, 36 
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\- noted iibo\ e, tMcb - -m- 2 aro 4 ^ sa^ lo^cctcd as being unpatcnLthIc o\er 
the eonjbmfitious of (a) the kofttK \.i.h -4"^ paicnt .n\d fbe C TOtkan! ptitent tiiid (In the 
KaUoo pubhcanon and the C i ocKat d patent Noiie of the'^e i cfcjences ho\s e\ ei , 
de>>cr!bet» oi suggests a method that uk hides the step of "^eciiimg the tissue fold using a 
tissue anchor deployed from a needle of the plication device,'' as recited m clanns 21 and 
43 as amended. For example, the Kortenbach '445 patent describes a device that deploys 
a clip (106) over the tissue without the use of a needle, as shown in Fig, 13 below: 




The Crockard patent, on the other hand, describes a device that deploys m aneurysm clip 
90 to an aneurysm without the use of a tieedle, as shown in Figs, 8a-b and 9a-b below: 
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Finally, the Kalloo publication describes a clip fixing device applicator 70 that deploys a 
clip fixing device 68 witliout the use of a needle, as shown in Figs. 8 and 9 below: 




Accordingly , none of the Kortenbach '445, Crockard, or Kalloo references teaches a 
method that Includes a step of "securing the tissue fold using a tissue anchor deployed 
from a needle of the plication device." 

Similarly, none of the other references relied upon m the Office Action to reject 
any of the dependent claims con tains any teachi ttg or suggestion of the method step of 
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"seciiring the tissue fold usmg a tissue anchor deployed from a needle of the plieatioii 

device." 

Accordingly, because at ieastthe foregoing elements recited iti each of claims 21 
and 43 are not disclosed, taught, or suggested by the Koftenbach '445, Cjockard, or 
Kailoo references, either alone or in combination with any of the other cited references, 
there can be no prima facie case of obviousness of either of claims 21 or 43. These 
claims, and all of their dependent claims (le., claims 22-42 and 44-49), shoiild be 
allowed. 

Amendment and/or canceiiation of certain claims is not to be construed as a 
dedication to the pviblic of any of tlie subject matter of the claims as previously presented, 
but father as an attempt to expedite allowance and issuance of tlie currentiy pending 
claims. No new matter has been added. 
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CONCLUSION 

In >io\\ of the ahu\e_ each of the pio-^tjials pending ckisui^ m tliH apphLViUon k 
beliex fd {o be- m coodiuon tor allowance. .'Xccordnigiy, the hxaniiner is rv.-spectfu!K 
requested to wttbdraw the outstanding rejections and pass this application to jssue. If it is 
determined titat a telephone conference would expedite the prosecution of this 
application, the Examiner is in\ited to telephone the imdersigned at the number given 
below. 

Ill the event the appropriate fee and/or petition is not filed herewith and the U.S. 
Patent and Trademark Office determines that an extension and/or other relief is requiiedj 
Applicant petitions for any required relief including extensions of time and authorize the 
Commissioner to charge the cost of such petitions md/ox other fees due in connection 
witli this filing to Deposit Account No. 50-3973 referencing Attorney Docket No. 
IJ!j^<^INZ02512. However, the Commissioner is not authorized to charge the cost of tlie 
issue fee to tite Deposit Account. 

Respectfuily submitted, 

/Johnev U. Han/ 

Johney U, Han 
Registration No. 45,565 

Charles C. Fowler 
Registration No. 39,675 

( ustomer .No.40518 
L.evine Bagade Han LLP 
2400 Ceng Road, Suite 120 
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Ditect {65(n2}2-):i? 
^a\ (O50^25>4-2180 



13 of 13 



